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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply ' . 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or. extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received, by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status ' f i! • \ 

1)D Responsive to communication(s) filed on . 

2a)D This action is FINAL 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

•■."■!•. I 
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4) E<] Ciaim(sH-6 is/are pending in the application. ; 
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5) D Claim(s) . is/are allowed. 

6) ^ Claim(s) 1^6 is/are rejected. 

7) D Claim(s) ; is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10)E3 The drawing(s) filed on 29 December 2004 is/are: a)£3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . ; The following is, a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled'to a patent unless - 

, (b) the invention was patented or described in a printed publication in this or a foreign country or in public 

use or on sale in this country, more than one year prior to the date of application for patent in the United 
■ .States. 

2. . j , Claim 1 is rejected under 35 U;S.C. 102(b) as being clearly anticipated by 
Koestneret al. (Pat. No. 5,139,020). f 

Claim Rejections - 35 USC § 102/103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis. for all 
obviousness rejections set forth in this Office action: 

• ■ • : / : ■ ; - .i : , . • 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the j differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. | Claims 3 and 4 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Koestner et al.. 

Regarding claim 3, because the system of Koestner et al. is implanted and uses 
feedback of flow output to automatically adjust the timing of pacing events, it can be 
said that the device necessarily performs the method of claim 1 under a variety of 
different operating conditions due to the natural activity of the implant patient over the 
course of the day (which for all intensive purposes for a typical human would include 
walking and/or running). In any event, Koestner et al. teach that cardiac output naturally 
varies with exercise (col. 14, lines 37-68). Clearly a pacer patient with a rate responsive 
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device that is exercising (e,g., walking or running) requires the device to accurately 
account for the increased activity by adjusting the pacing rate to provide the necessary 
cardiac output -just as a healthy heart would. It is also well known that when fitting a 
pacer device to a patient, the effectiveness of the pacer in accounting for physical 
activity is typically tested by requiring the patient to perform exercise. It would in fact be 
unthinkable to implant a pacer without testing the response of the implant to induced 
cardiovascular stress. Those of ordinary skill in the art recognizing the relationship 
between exercise and cardiac output and recognizing the importance of testing the 
pacer's response to a variety of expected conditions, would have seen the obviousness 
of tuning the pacer to account for exercise such as walking and/or running. 

Regarding claim 4, because the system of Koestner et al. is implanted and uses 
feedback of flow output to automatically adjust the timing of pacing events, it can be 
said that the device necessarily performs the method of claim 1 under a variety of 
different operating conditions including those associated with drug therapy. In other 
words, if a drug were to have an affect on the pacer implant patient's cardiac output, the 
pacer system of Koestner et al. would automatically and inherently take this into 
account and attempt to remedy a lower output, for example, by increasing the pacing 
rate. In any event, those of ordinary skill in the art recognizing that various drugs may 
affect cardiac output and/or blood flow, would have readily understood the importance 
of testing a pacing device that is designed to affect changes in cardiac output by testing 
the device in the presence of cardiac output affecting drugs expected to be used by the 
patient in order to avoid unintended or potentially dangerous consequences. To 
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' ' • ' ' ' ' , k 

therefore test the pacer under a number of different pharmalogical conditions for the 
patient would have been considered obvious by those of ordinary skill in the medical 
arts. 

5. ! Claims 2, 5 and;6 are rejected under 35 U.S.C. 103(a) as being unpatentable 

' ' ' ' • i 

over Koestner et al.. 

Regarding claims 2 and 5, Koestner et al. do not utilize a transcutaneous CW 
Doppler signal and thus do not disclose monitoring means that are noninvasive. 
Koestner: et al., hoWever, dp disclose -that it is j known in the art to use noninvasive 
Doppler to measure blood flow parameters, but that prior artisans have not used the 
signal to control cardiac functions such as pacing (coL 5, lines 31-43). While Koestner 
et al. go oh to disclose an invasive CW Doppler monitor, those of ordinary skill in the art 
given the- disclosure of Koe;stner et al: that noninvasive measurements of cardiac output 
can be made, would have had a reasonable expectation that tuning a pacer with a 
noninvasive Doppler monitoring means would have met with success. Anyone looking 
to limitthe complexity of the implant, or looking to expand the signal processing 
capabilities and speed beyond that capable with the limited processing power of the 
pacer and concomitantly reduce implant size and energy consumption, would have 
seen the obviousness of trying the tuning procedure with a noninvasive monitoring 
means. 

j , : 'H :i : ', . ' • := 

Regarding claim 6, note among other recitations, col. 19, lines 7-24. 
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1 ; Conclusion 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kennedy Schaetzle whose telephone number is 571 

272- 4954^ The fexamiher can normally be reached on M-F from 9:30 -6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on M-F at 571 272-4949. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300; f :■; : , • : v. ; , 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you haye ; questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kennedy Schaetzle/ 
' Primary Examiner, Art Unit 3766 

kjs •. ; : ■{ : ■ : ■ ■ 1 

Januaiv 31, 2008 



